
155

Food and Drug Administration, HHS § 14.33

person’s presentation. No other person, 
however, may question the person. The 
chairman may allot additional time 
when it is in the public interest, but 
may not reduce the time allotted with-
out consent of the person. 

(g) Participants may question a com-
mittee member only with that mem-
ber’s permission and only about mat-
ters before the committee. 

(h) The hearing is informal, and the 
rules of evidence do not apply. No mo-
tions or objections relating to the ad-
missibility of information and views 
may be made or considered, but other 
participants may comment upon or 
rebut matters presented. No partici-
pant may interrrupt the presentation 
of another participant.

§ 14.30 Chairman of an advisory com-
mittee. 

(a) The advisory committee chair-
man has the authority to conduct hear-
ings and meetings, including the au-
thority to adjourn a hearing or meet-
ing if the chairman determines that ad-
journment is in the public interest, to 
discontinue discussion of a matter, to 
conclude the open portion of a meeting, 
or to take any other action to further 
a fair and expeditious hearing or meet-
ing. 

(b) If the chairman is not a full-time 
employee of FDA, the executive sec-
retary or other designated agency em-
ployee, or alternate, is to be the des-
ignated Federal employee who is as-
signed to the advisory committee. The 
designated Federal employee is also 
authorized to adjourn a hearing or 
meeting if the employee determines ad-
journment to be in the public interest.

§ 14.31 Consultation by an advisory 
committee with other persons. 

(a) A committee may confer with any 
person who may have information or 
views relevant to any matter pending 
before the committee. 

(b) An interested person may submit 
to the committee a written request 
that it confer with specific persons 
about any matter pending before the 
committee. The request is to contain 
adequate justification. The committee 
may, in its discretion, grant the re-
quest. 

(c) A committee may confer with a 
person who is not a Federal Govern-
ment executive branch employee only 
during the open portions of a meeting. 
The person may, however, submit 
views in writing to the committee as 
part of the administrative record under 
§ 14.70. The person may participate at 
the closed portions of a meeting only if 
appointed as a special Government em-
ployee by the Commissioner as pro-
vided in paragraph (e) of this section. 
This paragraph (c) is not intended to 
bar the testimony of a person during a 
closed portion of a meeting about mat-
ters prohibited from public disclosure 
under §§ 14.25(c) and 14.27(c). 

(d) To prevent inadvertent violation 
of Federal conflict of interest laws and 
laws prohibiting disclosure of trade se-
crets (18 U.S.C. 208, 21 U.S.C. 331(j), 18 
U.S.C. 1905), Federal executive branch 
employees who are not employees of 
the Department may not confer, tes-
tify, or otherwise participate (other 
than as observers) at any portion of an 
advisory committee meeting unless 
they are appointed as special Govern-
ment employees by the Commissioner 
under paragraph (e) of this section. this 
paragraph does not apply to Federal 
executive branch employees who are 
appointed as members of TEPRSSC, as 
provided in § 14.127. 

(e) The Commissioner may appoint 
persons as special Government employ-
ees to be consultants to an advisory 
committee. Consultants may be ap-
pointed to provide expertise, generally 
concerning a highly technical matter, 
not readily available from the mem-
bers of the committee. Consultants 
may be either from outside the Govern-
ment or from agencies other than the 
Food and Drug Administration. Re-
ports, data, information, and other 
written submissions made to a public 
advisory committee by a consultant 
are part of the administrative record 
itemized in § 14.70. 

[44 FR 22351, Apr. 13, 1979, as amended at 55 
FR 42703, Oct. 23, 1990]

§ 14.33 Compilation of materials for 
members of an advisory committee. 

The Commissioner shall prepare and 
provide to all committee members a 
compilation of materials bearing upon 
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members’ duties and responsibilities, 
including— 

(a) All applicable conflict of interest 
laws and regulations and a summary of 
their principal provisions; 

(b) All applicable laws and regula-
tions relating to trade secrets and con-
fidential commercial or financial infor-
mation that may not be disclosed pub-
licly and a summary of their principal 
provisions; 

(c) All applicable laws, regulations, 
and guidance documents relating to 
the subject matter covered by the advi-
sory committee and a summary of 
their principal provisions; 

(d) All applicable laws, regulations, 
including the regulations in part 20 of 
this chapter, advisory committee char-
ters, FEDERAL REGISTER notices, cur-
ricula vitae, rules adopted by the advi-
sory committee, and other material re-
lating to the formation, composition, 
and operation of the advisory com-
mittee, and a summary of their prin-
cipal provisions; 

(e) Instructions on whom to contact 
when questions arise; and 

(f) Other material relating to FDA 
and the subject matter covered by the 
committee which may facilitate the 
work of the committee. 

[44 FR 22351, Apr. 13, 1979, as amended at 65 
FR 56479, Sept. 19, 2000]

§ 14.35 Written submissions to an advi-
sory committee. 

(a) Ten copies of written submissions 
to a committee are to be sent to the 
executive secretary unless an applica-
ble FEDERAL REGISTER notice or other 
regulations in this chapter specify oth-
erwise. Submissions are subject to the 
provisions of § 10.20, except that it is 
not necessary to send copies to the 
Dockets Management Branch. 

(b) At the request of a committee, or 
on the Commissioner’s own initiative, 
the Commissioner may issue in the 
FEDERAL REGISTER a notice requesting 
the submission to the committee of 
written information and views perti-
nent to a matter being reviewed by the 
committee. The notice may specify the 
manner in which the submission should 
be made. 

(c) At the request of a committee, or 
on the Commissioner’s own initiative, 
the Commissioner may at any time re-

quest the applicant or sponsor of an ap-
plication or petition about a specific 
product on which action is pending be-
fore FDA, and is being reviewed by an 
advisory committee, to present or dis-
cuss safety, effectiveness, or other data 
concerning the product during a regu-
larly scheduled meeting of the com-
mittee. The request may be for an oral 
presentation or for a concise, well-or-
ganized written summary of pertinent 
information for review by the com-
mittee members before the meeting, or 
both. Unless specified otherwise, one 
copy of the written summary along 
with a proposed agenda outlining the 
topics to be covered and identifying the 
participating industry staff members 
or consultants that will present each 
topic is to be submitted to the execu-
tive secretary or other designated 
agency employee at least 3 weeks be-
fore the meeting. 

(d) An interested person may submit 
to a committee written information or 
views on any matter being reviewed. 
Voluminous data is to be accompanied 
by a summary. A submission is to be 
made to the executive secretary and 
not directly to a committee member. 

(1) FDA will distribute submissions 
to each member, either by mail or at 
the next meeting. Submissions will be 
considered by the committee in its re-
view of the matter. 

(2) A committee may establish, and 
give public notice of, a cutoff date 
after which submissions about a mat-
ter will no longer be received or consid-
ered. 

(e) The Commissioner will provide 
the committee all information the 
Commissioner deems relevant. A mem-
ber will, upon request, also be provided 
any material available to FDA which 
the member believes appropriate for an 
independent judgment on the matter, 
e.g., raw data underlying a summary or 
report, or a briefing on the legal as-
pects of the matter.

§ 14.39 Additional rules for a par-
ticular advisory committee. 

(a) In addition to these rules, an ad-
visory committee may, with the con-
currence of the designated Federal em-
ployee, adopt additional rules which 
are not inconsistent with this subpart 
or with other legal requirements. 
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